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Division of Dietary Supplements
Office of Nutritional Products, Labeling, and Dietary Supplements ONPLDS
U.S. Department of Health and Human Services HHS

U.S. Food and Drug Administration FDA /:?f? ) =
Center for Food Safety and Applied Nutrition CFSAN ] o Ve XBY
5100 Paint Branch Parkway . | 00T 21 o5 |
College Park, MD 20740 v /
Telephone: 301-436-2375 S /

Ry
Dear Sir or Madam:

In compliance with “Food Labeling; Dietary Supplement; Nutritional Support
Statement; Notification Procedure", Tronex Pharmaceutical Industries as the United
States distributor for the product Puragold®, is submitting this notification for
registration and/or approval. Our contact information is at the bottom of this letter. This
product is manufactured in China by the Hong Kong company: PuraPharm International
(H.K) Ltd. Puragold® has been on the market in Hong Kong and China for many years.

Enclosed you will find 2 copies of our upcoming dietary supplement label and package
graphics that we are submitting for the 30-day notification/registration required for new
dietary supplements.

Please notify us of any additional information that you require us to submit or of any
modifications that are required for the enclosed material.

I, to the best of my knowledge, certify the accuracy of the information in this notice, that
it is accurate and complete, and the statements contained within are truthful and not
misleading.

Thank you for your kind attention.

Sincerely,

Thnmes x4 e

Thomas Y. Chen )

CEO \

cc. Donald Chu, president \ ? Kp Q'S 3

§75 0161 LET

/3434

TRONEXFharmaceutical industries
One Tronex Centre, 3 Luger Road, Denville, NJ 07834
tel: 973-627-3800, fax: 973-625-7630, email: tronexpharmaceutical.com
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PuraPharm

PURAGOLD
NATURAL & WILD

EXERE BR2ZER
The Original Premium Lingzhi

Herbal supplement
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PuraPharm

PURAGOLD
NATURAL & WILD

AZHEE BRZER

The Original Premium Lingzhi

Herbal supplement
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PuraPharm PURAGOLD™ is made
from the essence of SiX types of
Natural Wild Lingzhi using low
temperature extraction method.
Standardized by proprietary DNA
fingerprinting tachnolog{j or t’l‘\‘e
ngzhi,
PURAGOLD™ surpasses other
products currently available
in the market in both quality and
Each bottle of PURAGOLD™
coniains

taing 364 of standardized extract
:ggivalemtazm of dried natural
Lingzhi.*

Ingrediants | Standardized Lingzhi sxtract
Dosage :mg‘m1h2w

jng : Each bl containg 90 capsules
Net Wolght : 367 -
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Lingzhi - The

Traditionally, Chinese medicine was divided intc three classes.
The suparior tlass, fike Lingzhi and Ginseng, must not be intrusive,
can promote health and longevily and causes no side effects
through continuous uses. it can also help to maintain gverall bodily
functions and strangthen the natural healing abilities of the body.
The middle class of medicine is for the prevention of diseases and
can provide snatgy to the body.

The lower class of medicine is for curing diseases and must not
be usad for prolonged period.

The oldest and the most influential Chinese medical directory, the
“Shen Nong's Medica" and "The Chinase Herbal Materia Medica"
both rated Lingzhi as superior and the bsst ameng alt Other Chinese
herbs.

What Makes Up Lingzhi

Lingzhi contains Polysaccharides, Triterpencids, Adenosine and
other trace elements, that help us improve the functions of the
immune system, good capillary blood circulation, and to promote
a healthy metabolism.

PURAGOLD® Lingzhi Capsules .

PURAGOLD® has the following unique benefits:

A Product of Joint Ressarch with The Institute for Advancement
of Chinese Medicine of the Hong Kong Baptist University.
There are many types of Natural and Wild Lingzhi. To ensure the
quality of the produgt, all ingredients must be tested scientifically
1o safeguard its authenticity and quality. PURAGOLD® is the only
Lingzhi product standardized by propristary DNA fingsrprinting
technology daveloped by The Institute for Advancement of Chinese
Medisine of the Hong Kong Baptist Univarsity, thereby ensuring
the authenticity, purity and quality of the product.

Safaty Assurance

PURAGOLD® is tested scientifically by worldly
renownad testing laboratories and has obtained
cariificates on heavy metal, microbial and toxicity.
lis safety and reliability are therefore guaranteed.

(GMP (Good Manufacturing Practics) Standard
PURAGOLD? is manufactured under the
intamational GMP (Good Manufacturing Practice) [
standards to guarantee the safety and reliability Co—reioce- oo

PURAGOLD "obtains tastiny
of the ]:N’OdUGi» cerlificale re!a;sadlg; wur!dg

renawhed testing laboratory.

&

Essence of Six Species of Lingzhi

According to the oldest and the most influential Chinese medical
diractory, the "Shen Nong's Medica” and "The Chinese Herbal
Materia Medica”, Lingzhiis classified into six categories according
to their shapes and colors, namely red, purple, green, white, black
and yellow. Different Lingzhi nourishes different patts of the body:
red Lingzhi for the heari, purple Lingzhi for the joints, green Lingzhi
for the liver, white Lingzhi for the lung and skin, black Lingzhi for
the kidney and the brain, while yellow Lingzhi for the spleen.
After years of extensive clinical research, the inventor of
PURAGOLD? revolutionized the production of Lingzhi products
years ago by combining different types of Lingzhi info one product.
PURAGOLD?® was precisely formulated according to the Chinese
theory of the five paths. Combining with the newest fow temperature
sxiraction technology, PURAGOLD® can effectively nourish different
parts of the body and is the best and the most effsctive Lingzhi
product in the market.

Natural and Wild Lingzhi

Lingzhi is very selective of its habitat except the red and the pumple
Lingzhi. Most wild Lingzhi needs an almost perfect environment
to germinate. Certain species of Lingzhi require very specific
environmental conditions such as unpoliuted air, high altitude, the
corrget ssasonal changes, etc., for them fo grow to maturity
successfully. Consequently, most species of Lingzhi cannoet be
cultivated artificially.

Natural and Wild Lingzhi are censtantly subject o the challenges
of the harsh nalural envivonment. Triggered by the surrounding
antigens, Lingzhi will develop their own antibodies to protect
themselves against the harsh natural environment using their
natural defensive mechanism. These antibodies cannot be found
in culiivated Lingzhi. Medical researchers nowadays commended
highly the benelfits of these antibodies have on the human body.
Sirce artificial cultivated Lingzhi is cheaper, most Lingzhi products
available in the market use this instead of the natural and wild one.
However, PuraPharm international (+1.K)) Ltd. will not compromise
on the quality of ite products. PURAGOLD®is made of 100% grade
one wild Lingzhi. Therefore, PURAGULD® excels among all Lingzhi
products currently available in the market,

Most Potent Lingzhi with Recommendsd 3 Months
Consumption Pack

Using improvad extraction technology, PURAGOLD® contains the
highest concentration of Lingzhi per capsule. PURAGOLD® contains
2-3 times the content of Polysaccharides and Triterpenoids than
most products in the market. Ons bottle of PURAGOLD® contains
270 grams of premium grade dried wild Lingzhi {each capsule
containg 3.0 grams).

* It you would fike to enjoy fulure benefits on product purchases, please cmgéé}aﬁ

PURAGOLD® containg the highest amount of Wild Lingzhi per
capsule than all other available products tc date. You only need
to take one capsule a day to get the benefit. One bottle of
PURAGOLD® will last you 3 months.

Improved Extraction Process

Processed using the latest low temperature extraction and vacuum
drying method, PURAGOLD® maintains all the nutrients of the
original herb, thus ensuring the highest product quality.

ingredients & Dosage

One bottle of PURAGGLD contains 90 Lingzhi capsules equivalent
to 270g of premium grade dried wild Lingzhi. PURAGOLD? has
the highest content of Lingzhi among all other Lingzhi products.
PURAGOLD®Lingzhi capsule is suitable for male and female over
5 years old.

lngredients 1 99% six specias of Natural and Wild Lingzhi: red,
purple, green, white, black and yellow Lingzhi, 1%
starch. Each bottle contains the equivalent of 270g
of premium grade dried wild Lingzhi.

Dosage : Once per day, 1-2 capsule(s) each time.

Packaging : Bach botile contains 90 capsules,
net weight 36g.

Siorage « Store in a cool and dry area.
ey - PURAGOLB" contains six camgunssnf
“‘D naturel and wld Lingzhi- red, Fmp!e grezsn,
PuraPharmiarr whits, black & yetiow Lingzhi

Hong Kong Office : PursFPharm Intemational (H.K.) Lid.

Suues 4103-08, Jardine House, 1 Connaught Place, Central, Hong Kong
Tel :(352) 28401840 E- maal :info purapharm com

Fax : {852) 2480 0778 W * v purap cam

Distnbuted by Tronex Pharmaceuncal industries, One Tronex Centre,
3 Luger Road, Denville, NJ 07834, US.A.

Tel * 973-627-3800 E-maxl 'r jucts @ o itical com
Fax 073-627.8518 : waw tronexph ical.com

the form below and mail to Tronex Pharmaceutical Indusiries, One Trong
Centre, 3 Luger Road, Denville, NJ 07834, US.A,

Name

Sex M/F Dateof Birth: ___(vvy (v ______
Oceupation: ____ PhoneNo.:

Mailing Address:

E~mail Address:

*All information is strictly confidential

These statemants have not hasn evaluated by the Food & Drug r’\drnm!svaﬁow Trﬁs
praduct is not intanded to diagnoss, treat, cure, or prevent any dissase 50
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